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INTRODUCTION 

The  Community  Research  Initiative  of  New 
England  (CRI)  is  proud  to  bring  you  another 
update  of  the  "AIDS/HIV  Treatment 
Directory  for  New  England".  This  directory  is 
designed  to  give  you  current  information  on 
clinical  trials  happening  in  Massachusetts, 
and  the  New  England  area.  Explanatory  and 
glossary  sections  can  now  be  found  in  both 
English  and  Spanish.  Also  included  in  this 
directory  is  a  listing  of  current  HIV  Drug 
Assistance  Programs  in  New  England  and 
the  medications  which  they  cover.  Current 
Compassionate  Use  and  Treatment  Inves- 
tigational New  Drug  programs  are  also  listed. 

■  By  definition,  most  of  the  treatments  listed 
in  this  directory  are  experimental  or 
unproven.  The  purpose  of  some  of  the  stud- 
ies listed  is  to  evaluate  new,  promising  treat- 
ments, while  other  trials  compare  different 
treatment  approaches.  We  encourage  persons 
interested  in  experimental  treatments  to  dis- 
cuss all  available  options  with  their  medical 
providers,  since  there  are  many  factors 
involved  in  choosing  the  best  treatment 
for  each  individual. 

■  The  first  set  of  trials  lists  drugs  which  act  as 
antiretrovirals,  drugs  which  hope  to  stop 
HIV  in  some  way. 

■  Immunomodulators  are  listed  next. 

■  The  following  set  of  trials  focuses  on  trials 
either  for  treatment  or  prevention  (prophy- 
laxis) of  the  opportunistic  infections  seen 
most  commonly  in  HIV+  persons.  Some  tri- 
als for  prophylaxis  focus  on  preventing  one 
specific  infection,  while  a  few  are  directed 
against  two  or  three  different  infections  (and 
therefore  may  be  listed  more  than  once). 

■  The  next  section  lists  types  of  trials  that  do 
not  fit  in  either  of  the  above  categories.  In 
addition,  we  have  a  section  for  studies  speci- 
fically for  women  and  children. 

■  The  following  section  describes  trials  that 


are  observational  only.  These  studies  do  not 
test  a  specific  drug,  but  are  instead  aimed  at 
helping  us  learn  more  about  some  aspect  of 
HIV  disease. 

■  The  last  section  deals  with  drugs  that  are 
directly  available  to  a  physician  by  means  of 
"compassionate  use."  These  drugs  are  usually 
for  serious  diseases  for  which  an  experimen- 
tal drug  is  considered  critical. 

■  In  general,  people  may  enroll  in  one 
protocol  at  a  time.  Therefore,  you  may  need 
to  choose  between  two  or  more  different 
trials  for  which  you  are  eligible.  There  are 
exceptions  to  this,  however,  and  you  are 
encouraged  to  discuss  this  with  the  research 
team  if  this  is  of  concern  to  you. 

The  AIDS/HIV  Treatment  Directory  for  New 
England  is  published  by  the  Community 
Research  Initiative  of  New  England 
(CRI/New  England)  and  will  be  regularly 
updated.  The  treatment  directory  is  intended 
solely  as  an  informational  resource  on  clinical 
trials  in  the  New  England  area  which  are  cur- 
rently enrolling  patients.  No  endorsement  is 
made  of  any  specific  trial  described  herein. 

The  directory  is  as  comprehensive  and  up-to- 
date  as  possible.  However,  any  listed  trial 
may  become  closed  to  patient  enrollment  at 
any  time.  The  Community  Research  Initiative 
of  New  England  solicits  updated  information 
about  clinical  trials  throughout  New  England. 
Anyone  with  information  appropriate  for 
publication  in  this  directory  is  asked  to  call 
the  Community  Research  Initiative  office  at 
(617)  566-4004. 

If  you  would  like  additional  information 
regarding  clinical  trials  nationwide,  the 
National  Institutes  of  Health  provide  a  toll- 
free  information  line,  1-800-TRIALS-A.  The 
American  Foundation  for  AIDS  Research 
(AmFAR)  also  publishes  a  national  directory 
and  can  be  reached  for  questions  about  trials 
at  1-800-39-AmFAR. 
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HOW  TO  USE  THIS  DIRECTORY 

This  directory  is  organized  according  to 
infections  and  the  therapies  being  offered. 
Each  clinical  trial  being  offered  is  broken 
into  4  different  categories.  They  are  as 
follows: 

A.  Drug  Name  The  scientific  name  of  each  drug 
used  in  the  study  is  given  here. 

B.  Eligibility  This  gives  the  entry  criteria  to  be 
able  to  participate  in  a  particular  study.  Some 
trials  may  have  other  inclusion/exclusion  cri- 
teria which  are  not  listed.  It  is  suggested  that 
you  call  the  contact  person  if  you  are  inter- 
ested in  getting  more  information  about  a 
particular  study. 

C.  Study  Title  This  includes  the  study  name  as 
well  as  words  describing  the  type  of  study 
design  (i.e.,  randomized,  open-label).  You 
will  find  a  glossary  in  the  back  of  this  directo- 
ry which  will  help  you  understand  the  lan- 
guage of  clinical  trials. 

D.  Contact/Site  This  section  lists  the  names  and 
phone  numbers  of  the  institutions,  agencies 
and  persons  to  contact  if  you  are  interested 
in  a  specific  trial  or  are  looking  for  more 
information. 

HOW  TO  PARTICIPATE 
In  A  Clinical  Trial 

A  clinical  trial  is  the  way  doctors  study  the 
benefits  and  risks  of  using  a  new  treatment 
for  specific  diseases  in  people.  There  are  two 
main  reasons  for  doing  clinical  trials.  They  are: 

1.  To  find  out  if  the  treatment  is  safe  for 
people  to  take. 

2.  To  find  out  if  a  treatment  works. 

The  decision  to  participate  in  a  clinical  trial  is 
not  an  easy  one.  The  information  in  this 
directory  and  the  information  your  provider 
can  give  you  are  important  first  steps  in 
deciding  whether  participating  in  a  clinical 
trial  is  the  right  option  for  you.  Before  partic- 
ipating, it  is  also  important  that  you  are 


aware  of  your  rights,  that  you  understand 
what  the  trial  is  about,  the  risks  and  benefits 
involved  and  the  expectations  of  your  partici- 
pation and  that  you  give  full  informed  consent. 
Trials  may  be  offered  at  the  large  urban  hos- 
pitals, at  your  local  hospital  or  even  right  in 
your  own  clinic  or  physician's  office. 

Trials  being  coordinated  by  Community 
Research  Initiative  of  New  England  are  avail- 
able at  a  centrally  located  clinic  site  in 
Boston,  and  some  are  available  through  your 
primary  health  care  provider.  If  you  are  inter- 
ested in  a  CRI/New  England  clinical  trial, 
and  the  Boston  site  is  inconvenient  to  you, 
call  CRI  to  see  if  the  trial  is  being  done  out- 
side of  the  metro  area.  Your  provider  can 
contact  CRI  to  learn  what  is  involved  in  join- 
ing the  CRI  provider  network. 

**  Trials  which  are  coordinated  by  the  AIDS 
Clinical  Trials  Group  (ACTG)  are  offered  at 
participating  medical  centers  as  listed.  To 
participate,  your  primary  care  provider  needs 
to  refer  you  to  an  ACTG  site.  If  you  make 
the  decision  to  participate,  trial  specific  fol- 
low-up care  and  treatment  will  be  done  at  the 
sponsoring  medical  site. 

Trials  which  are  not  affiliated  with  the 
ACTG  or  CRI/New  England  are  being 
offered  at  the  specified  hospital.  To  partici- 
pate in  a  hospital  specific  trial,  you  need  your 
physician  to  refer  you  to  the  site.  Trial  specif- 
ic follow-up  care  will  be  done  at  the  sponsor- 
ing hospital. 

Discuss  the  information  in  this  directory  with 
your  doctor,  advocate,  case  manager,  partner 
or  friends.  Make  yourself  aware  of  the  treat- 
ment alternatives  and  options  which  are 
available  to  you.  Ask  questions.  The  decision 
to  participate  is  yours. 
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T.  eel  I   Eligibility  Index 


This  handy  index  can  help  you  find  antiretrovirals 
based  on  a  patient's  T-cell  range  and  prior  use  of 
AZT.  The  symbol  "<"  means  "less  than"  and  the 
symbol  ">"  indicates  "greater  than". 


Drug  Names 

Prior  AZT  Use  P, 

ige  # 

Any  T-cell  Count 

Viracept,  AZT,  3TC 

Call  site 

10 

T-cell  Count  <600 

D4T,  AZT,  ddl 

Minimum  6  months 

7 

ZDV,  ddl,  Nevaripine 

Call  site 

10 

T-cell  Count  >550 

AZT,  ddl 

Call  site 

10 

T-cell  Count  <500 

AZT,  ddl,  Nevirapine, 

3TC 

None 

6 

BW  1592U89,  ZDV 

Call  site 

6 

U90,  ZDV,  ddl 

Call  site 

7 

U90,  ZDV 

None  or  6  months 

7 

GEM91 

Call  site 

8 

Hydroxyurea 

Call  site 

8 

SPC3 

Call  site 

9 

MK-639,  ZDV 

Call  site 

9 

Saquinavir 

Call  site 

9 

T-cell  Count  <400 

Fuji  Drug  FP  21399 

Call  site 

7 

Lipsomal  Nystatin 

None 

8 

T-cell  Count  <350 

U87,  AZT 

>  3  months 

6 

T-cell  Count  <300 

U-90,  ddl 

Call  site 

7 

Saquinavir,  ddC 

Unable  to  take 

9 

T-cell  Count  <200 

ZDV,  3TC,  Indinavir 

Call  site 

8 

T-cell  Count  <50 

Indinavir,  3TC,  AZT 

Call  site 

8 

T-cell  Count  >50 

Viracept 

Call  site 

10 

ANTIRETROVIRALS 

Drug  name:  Atervirdine  Mesylate  (U87),  AZT 
Eligibility:  CD4  counts  between  50-350. 
Study  title:  Double-Blind  Trial  Comparing  Two 
Doses  of  U87  plus  ZDV  vs.  ZDV  Alone 
(Greater  Than  3  Months  ZDV  Use). 
Contact/site:  BCH/Beverly  Byam  617.534.5404. 

Drug  name:  AZT,  ddl,  Nevirapine,  3TC 
Eligibility:  CD4  between  200-500.  No  prior 
antiretroviral  therapy. 

Study  title:  A  Master  Protocol  to  Evaluate 
the  Safety  and  Efficacy  of  Multi-drug 
Combination  Antiretroviral  Therapy  for 
the  Treatment  of  HIV  Infection  (ICC  002). 
Contact/site: 

BRUNAP/Gail  Skowron  401.456.2437. 

Drug  name:  BW  1592U89,  ZDV 

Eligibility:  HIV+  with  CD4  count  between 

200-500. 

Study  title:  A  Phase  I/II  Trial  to  Evaluate  the 
Safety  Pharmacokinetics  and  Preliminary 
Effects  of  Multiple  Dosing  of  1592U89, 
Alone  and  in  Combination  with  Zidovudine. 
Contact/site:  MGH/Terri  Flynn  617.726.3819. 

Drug  name:  Delaviradine  Mesylate  (U-90), 
AZT 

Eligibility:  CD4  between  200-500,  <  6  months 
AZT,  <  4  months  ddl.  Other  antivirals  may 
be  acceptable,  call  for  details. 
Study  title:  Delavirdine  21.  This  study  has  4 
arms  with  3  different  doses  of  U-90: 

1.  Delavirdine  (600)  +  AZT 

2.  Delavirdine  (900)  +  AZT 

3.  Delavirdine  (1200)  +  AZT 

4.  AZT 

Contact/site:  MGH/Teri  Flynn  617.726.3819, 
BCH/Nancy  Reinhatter  617.534.5404, 
MGH/Teri  Flynn  617.726.3819, 
Fletcher  Allen/Cathy  Larsson  802.656.4594. 
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Drug  name:  Delavirdine  Mesylate  (U-90),  ddl 

Eligibility:  CD4  counts  less  than  300.  May  have 

taken  a  maximum  of  4  months  ddl. 

Study  title:  Double-Blind  Trial  of  (U-90)  Plus 

ddl  vs.  ddl  Alone  . 

Contact/site:  BCH/Nancy  Reinhalter 

617.534.5404. 

Drug  name:  Delavirdine  Mesylate  (U-90), 
ZDV,  ddl 

Eligibility:  CD4  counts  between  100-500, 
ZDV<6  months  or  naive. 
Study  title:  Study  of  U-90  for  Patients  with 
Less  Than  6  Months  or  No  AZT  Experience. 
Blinded  Phase  II/III  Study  with  4  Arms: 
U-90  +  ZDV  vs.  U-90  +  ddl  vs.  U-90  +  ddl 
+  ZDV  vs.  ZDV  +  ddl  (ACTG  #261). 
Contact/site:  MGH/Teri  Flynn  617.726.3189, 
BRUNAP/Lynn  Haughey  401.781.2400, 
BI/Mary  Ann  Laureano  617.667.5098, 
NED/Lenore  Jackson-Pope  617.632.0781, 
BCH/Carrie  Grodman  617.534.5404. 

Drug  name:  D4T,  AZT,  ddl 

Eligibility:  HIV+  with  CD4  between  300-600 

with  a  minimum  6  months  of  ZDV  therapy. 

Study  title:  Antiviral  Effects  of  D4T,  ddl,  AZT 

and  Combinations  on  T-cells  and  Viral  Load 

(ACTG  #290). 

Contact/site: 

BCH/Carrie  Grodman  617.534.5404, 
MGH/Teri  Flynn  617.726.3819, 
NED/Lenore  Jackson-Pope  617.632.0785, 
Bl/Sheila  Hussey  617.667.4103. 

Drug  name:  Fuji  Drug  FP  21399 
Eligibility:  CD4  count  from  100-400. 
Study  title:  Phase  I  Trial  (safety)  of  a  New 
Intravenous  Anti-HIV  Agent  Which  is 
Effective  Against  Many  Strains  of  HIV 
in  the  Test  Tube. 
Contact/site: 

BI/Beryl  Chapman  617.667.4149. 
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Drug  name:  GEM  91 

Eligibility:  CD4  between  100-500. 
bDNA>  25,000.  Normal  liver  and  heart 
function. 

Study  title:  A  Randomized,  Double-Blind, 
Placebo-Controlled  Multiple-Dose  Safety, 
Pharmacokinetic  and  Preliminary  Antiviral 
Activity  Study  of  GEM  91  Administered  by 
Continuous  Intravenous  Infusion  in  HIV- 
Positive  Adults. 

Contact/site:  BRUNAP/Gail  Skowron 
401.456.2437. 

Drug  name:  Hydroxyurea,  ddl 

Eligibility:  HIV+  with  no  prior  ddl  use. 

No  prior  ddC  or  3TC  use. 

Study  title:  A  Phase  I/II  Open-Label  Study 

of  the  Safety  and  Antiretroviral  Activity 

of  Hydroxyurea  with  ddl  in  HIV  Positive 

Individuals. 

Contact/site:  CRI/Mary  Dugan  617.566.4004. 

Drug  name:  Lipsomal  Nystatin 
Eligibility:  CD4  counts  greater  than  400 
and  not  on  antiretrovirals.  Compensation 
is  available. 

Study  title:  Intravenous  Lipsomal  Nystatin. 
Contact/site:  BRUNAP/Grace  Accetta 
401.456.2437. 

Drug  name:  MK  639  (Indinavir),  3TC,  AZT 
Eligibility:  CD4  under  50. 
Study  title:  MK  639  (Indinavir)  Protease 
Inhibitor  in  Combination  with  3TC  and  AZT. 
Four  Treatment  Arms:  MK639  vs.  MK  639  + 
3TC  +  AZT  vs.  3TC  +  AZT.  If  ineligible, 
MK  639. 

Contact/site:  MGH/Teri  Flynn  617.726.3189. 

Drug  name:  MK  639  (Indinavir),  ZDV,  3TC 
Eligibility:  HIV  +  with  CD4<200. 
Study  title:  Open-label  ZDV  +  3TC  + 
Indinavir  (Merck  Protease  Inhibitor)  vs. 
Open-label  ZDV  +  3TC  (ACTG  #320). 
Contact/site:  MGH/Teri  Flynn  617.726.3189. 


Drug  name:  MK-639  (Indinavir),  ZDV 
Eligibility:  HIV+  with  CD4  count  between 
50-500. 

Study  title:  Multicenter,  Double-Blind,  18 
Month,  Randomized  Comparison  of  MK-639 
800mg  q8h  vs.  ZDV  200mg  q8h  vs.  MK-639 
+  ZDV  in  Anti-Retroviral  Naive  Subjects 
with  50-500  CD4. 
Contact/site: 

MGH/Terri  Flynn  617.726.3819, 
BI/Beryl  Chapman  617.667.4149. 

Drug  name:  Saquinavir 

Eligibility:  HIV+  and  CD4  between  100-500. 
Study  title:  A  Randomized  Parallel  Open-Label 
Study  Comparing  Saquinavir  Hard  Gelatin 
Formulation  (600mg  tid)  to  Saquinavir  Soft 
Gelatin  Formulation  (400mg,  800mg,  1200mg 
tid)  x  4  Weeks  in  HIV  Infected  Individuals. 
Contact/site: 

NEMC/Paul  Sholnik,  M.D.,  Charlene  Gaca, 
R.N.  617.636.8186. 

Drug  name:  Saquinavir,  ddC 

Eligibility:  HIV+  individuals  with  CD4  counts 

between  50  and  300  who  are  discontinuing 

ZDV  or  are  unable  to  take  it. 

Study  title:  Randomized  Double-Blind  With  4 

Treatment  Arms:  1)  ddC  +Saquinavir 

Placebo;  2)  ddC  Placebo  -(-Saquinavir;  3) 

ddC  -(-Saquinavir  Low  Dose;  4)  ddC 

-(-Saquinavir  High  Dose. 

Contact/site:  MGH/Teri  Flynn  617.726.3819. 

Drug  name:  SPC  3 

Eligibility:  HIV+  for  a  minimum  of  6  months, 
viral  load  >  10,000. 

Study  title:  Controlled  Study  of  the  Safety  and 
Effects  of  Two  Doses  of  SPC  3  Administered 
Daily  for  Three  Weeks  Intravenously  in 
HIV -I-  Seropositive  Patients. 
Contact/site:  BRUNAP/Gail  Skowron 
401.456.2437. 
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Drug  name:  Viracept 

Eligibility:  CD4>50,  no  prior  D4T 

Study  title:  Agouron  506.  This  study  has  two 

arms;  Viracept  +  D4T  vs.  D4T  alone. 

Contact/site:  MGHAeri  Flynn  617.726.3819. 

Drug  name:  Viracept 

Eligibility:  All  CD4  counts,  no  prior  treatment 
other  than  ZDV. 

Study  title:  Agouron  511.  This  study  has  two 
arms;  Viracept  +  ZDV  +  3TC  vs.  ZDV  +  3TC. 
Contact/site:  MGH/Teri  Flynn  617.726.3819. 

Drug  name:  ZDV 

Eligibility:  Recent  seroconversion  to  HIV. 
Study  title:  ZDV  Therapy  Will  be  Compared 
to  Placebo  to  See  if  it's  Effective  in  Sup- 
pressing HIV  or  Slowing  the  Development 
of  AIDS. 

Contact/site:  BRUNAP/Timothy  Flanigan 
401.331.8500  ext.  4645. 

Drug  name:  ZDV,  ddl 

Eligibility:  CD4  cell  count  >550  with  no 
previous  treatment. 

Study  title:  AZT/ddl  Therapy  For  CD4  Cell 
Count >550  (ACTG  #276).  This  Trial  Has 
Six  Arms: 

1.  AZT 

2.  ddl 

3.  AZT  16  weeks;  then  ddl 

4.  ddl  16  weeks;  then  AZT 

5.  AZT  +  ddl 

6.  Placebo 
Contact/site: 

MGH/Teri  Flynn  617.726.3819, 
NED/Carolyn  Koziol  617.632.7706. 

Drug  name:  ZDV,  ddl,  Nevirapine 
Eligibility:  T-cell  count  between  300-600. 
Study  title:  An  Antiviral  Resistance  Study  to 
Help  Decide  When  to  Change  From  One 
Antiviral  to  Another  (ACTG  #244). 
Contact/site: 

Bl/Sheila  Hussey  617.667.4103. 


IMMUNOMODULATORS 

Drug  name:  P3C541b 

Eligibility:  18-60  year  old,  male  or  female, 
HIV+  CD4  count  >  500. 
Study  title:  A  Phase  I  Safety  and  Immuno- 
genicity  Trial  of  UBI®  HIV  Lipopeptide 
Immunotherapeutic  P3C541b  in  HIV-1 
Seropositive  Human  Subjects. 
Contact/site:  Bl/Joan  Callery  617.667.3351. 

TRIALS 

Cytomegalovirus 

Drug  name:  Cidofovir  (HPMPC) 

Eligibility:  HIV+  with  peripheral  retinitis. 

Must  have  had  progression  despite  either 

ganciclovir  or  foscarnet. 

Study  title:  Phase  I/II,  Open-Label,  Study  for 

Refractory  CMV  Retinitis. 

Contact/site:  Bl/Sheila  Hussey  617.667.4103. 

Drug  name:  CMV  antibody  MSL  109, 

Foscarnet,  Ganciclovir 

Eligibility:  CMV  retinitis. 

Study  title:  Phase  II  Study  of  CMV  Antibody 

MSL  109  in  Combination  with  Either 

Ganciclovir  or  Foscarnet  for  CMV  Retinitis 

(ACTG  #266). 

Contact/site:  MGHAeri  Flynn  617.726.3189, 
Bl/Sheila  Hussey  617.667.5098, 
NED/Carolyn  Koziol  617.632.0781. 
^? 

Drug  name:  HPMPC 

Eligibility:  CMV  retinitis  that  has  progressed 
despite  treatment. 

■  Peripheral:  failed  either  ganciclovir  or 
foscarnet  (21  days). 

■  Sight-threatening:  failed  both  ganciclovir 
and  foscarnet  (21  days)  or  failed  one  and 
intolerant  to  the  other. 

Study  title:  Phase  II/III  Open-Label  Study  of 
Therapy  with  HPMPC  for  Refractory  CMV 
Retinitis  vs.  New  Antiviral  Agent  to 
Treat  Non-Sight  Threatening  Peripheral 


CMV  Retinitis. 

Contact/site:  Bl/Sheila  Hussey  617.735.4103. 
Drug  name:  HPMPC 

Eligibility:  New,  peripheral,  CMV  retinitis.  No 
previous  use  of  ganciclovir  or  foscarnet  for 
the  treatment  of  CMV  disease  (prophylaxis 
is  allowed). 

Study  title:  Phase  I/II,  Open-Label  Study 
of  Immediate  vs.  Deferred  Therapy  with 
HPMPC  for  Peripheral  Non-Sight 
Threatening  Retinitis. 
Contact/site:  Bl/Sheila  Hussey  617.735.4103. 

Drug  name:  Oral  Ganciclovir  and  eye  implants 
Eligibility:  HIV+  and  recently  diagnosed  with 
CMV  retinitis  in  one  eye. 
Study  title:  Eye  Implants  to  Treat  CMV 
Retinitis,  With  or  Without  Oral  Ganciclovir 
to  Control  CMV  Infections  Elsewhere  in  the 
Body,  Including  in  the  Second  Eye. 
Contact/slte:NEMC/Nancy  Powers  617.636  4600. 

TRIALS 

Tuberculosis  Prophylaxis 

Drug  name:  Rifampin  Pyrazinamide,  Isoniazid 
(INH) 

Eligibility:  HIV+  with  positive  PPD  skin  test, 
no  active  TB. 

Study  title:  Comparison  Trial  of  Rifampin  and 
Pyrazinamide  for  60  days  to  Isoniazid  for  12 
Months  (ACTG  #177). 
Contact/site:  Yale  New  Haven  Hospital/ 
Marita  McDonough  203.737.4148, 
NED/Carolyn  Kozoil  617.632.7706. 

Drug  name:  Rifampin,  Pyrazinamide  (PZA), 
Isoniazid  (INH),  B6 

Eligibility:  HIV+  with  positive  PPD  skin  test 
and  age  greater  than  17. 
Study  title:  Randomized  Open-Label  Trial  of 
Combination  Rifampin  and  PZA  or  INH  and 
B6  for  the  Prevention  of  Active  TB  in 
Persons  HIV+  with  +PPD. 
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Contact/site:  BCH/Denise  Brett  617.430.5053, 
Julia  Gunn  617.468.5725. 

Tuberculosis  Treatment 

Drug  name:  Isoniazid  (INH),  rifampin,  etham- 
butol,  pyrazinamide  (PZA),  vitamin  B6  with 
or  without  L-ofloxacin 
Eligibility:  HIV+  with  pulmonary  TB  with 
primary  resistance. 

Study  title:  Phase  II/III  Open-Label  Compar- 
ative Trial  Studying  Safety  and  Efficacy. 
Contact/site:  Yale  New  Haven  Hospital/ 
Nancy  Reilly  203.737.4148. 

TRIALS 

PCP  Prophylaxis 

Drug  name:  Amphotericin  B 

Eligibility:  Confirmed  Candida. 

Study  title:  Fluconazole  Resistant  Thrush 

Treatment  (ACTG  #295). 

Contact/site:  MGH/Teri  Flynn  617.726.3819, 

BCH/Beverly  Byam  617.534.5404. 

Drug  name:  Atovaquone,  Aerosolized 
Pentamidine  (AP) 

Eligibility:  HIV  positive  patients  with  history 
of  intolerance  to  Bactrim  who  do  not  have 
active  PCP. 

Study  title:  Randomized,  Open-Label  Trial  of 
Atovaquone  vs.  Aerosolized  Pentamidine  for 
Prophylaxis  of  PCP. 
Contact/site: 

CRI/Mary  Dugan  617.566.4004. 

Drug  name:  Atovaquone,  Dapsone 

Eligibility:  HIV  positive  patients  with  history 

of  intolerance  to  Bactrim. 

Study  title:  Trial  of  Atovaquone  vs.  Dapsone 

for  the  Prevention  of  PCP  (ACTG  #277). 

Contact/site: 

MGH/Teri  Flynn  617.726.3189, 
Bl/Sheila  Hussey  617.735.4103, 
BCH/Beverly  Byam  617.534.5404. 
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Drug  name:  Bactrim 
Eligibility:  PCP  Prophylaxis 
Study  title:  Trimethoprim/Sulfamethoxazole 
(TMP/SMX)  Desensitization  vs.  Direct 
Rechallenge  in  HIV-infected  Patients  who 
are  at  High  Risk  for  Pneumocystis  Carinii 
Pneumonia  and  Have  Experienced  a 
Previous  Adverse  Reaction  to  TMP/SMX. 
Contact/site: 

BRUNAP/Gail  Skowron  401.456.2437, 
CRI/Mary  Dugan  617.566.4004. 

Drug  name:  Thalidomide 

Eligibility:  Aphthous  ulcers  (esophageal). 

Study  title:  Aphthous  Ulcer/Esophageal  Ulcer 

Treatment  (ACTG  #251). 

Contact/site:  MGH/Teri  Flynn  617.726.3819, 

NED/Lenore  Jackson-Pope  617.632.0781, 

BCH/Beverly  Byam  617.534.5404. 

Drug  name:  Trimethoprim  (TMP), 
Sulfamethoxazole  (SMX) 
Eligibility:  HIV+  patients  with  CD4  counts 
<  250  who  are  beginning  PCP  prophylaxis 
with  TMP/SMX. 

Study  title:  Gradual  Initiation  of  Trimethoprim 
(TMPySulfamethoxazole  (SMX)  for  PCP 
Prophylaxis  (ACTG  #268). 
Contact/site: 

BCH/Carrie  Grodman  617.534.5404, 
Bl/Sheila  Hussey  617.566.8226, 
MGH/Teri  Flynn  617.726.3819, 
NED/Lisa  Bouvier  617.632.0782. 

TRIALS 

For    MAC  Treatment 

Drug  name:  Clarithromycin,  Rifabutin, 
Ethambutol 

Eligibility:  For  individuals  with  previously 
untreated  MAC. 

Study  title:  Open-label  Comparison  of 
Clarithromycin  +  Rifabutin  vs.  Clarithromycin 
+  Ethambutol  vs.  Clarithromycin  + 
Rifabutin  +  Ethambutol  (ACTG  #223). 
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Contact/site:  BI/Beryl  Chapman  617.735.4103, 
BCH/Carrie  Grodman  617.534.5404. 

TRIALS 

HIV  Malignancies  Treatment 

Drug  name:  Adoptive  immunotherapy 
Eligibility:  Failed  at  least  2  cycles  of 
conventional  chemotherapy  for  lymphoma. 
Study  title:  Pilot  study.  Call  for  more  details. 
Contact/site: 

MGH/Jocelyn  Bresnahan  617.726.8660. 

Drug  name:  Anti-B4  blocked  Ricin 

immunoconjugate  therapy 

Eligibility:  Failed  at  least  one  other  therapy 

for  non-Hodgkin's  lymphoma. 

Study  title:  Phase  I/II  to  Determine  the 

Minimum  Therapeutic  Dose  of  Anti-B4-br 

in  a  28  Day  Continuous  Infusion  Schedule. 

Contact/site: 

MGH/Jocelyn  Bresnahan  617.726.8660. 

Drug  name:  Anti-B4  Blocked  Ricin  (ANTI-B4- 
br)  and  CHOP  chemotherapy 
Eligibility:  Biopsy  proven  high  grade  non- 
Hodgkin's  lymphoma. 

Study  title:  Phase  I/II  Safety  and  Efficacy  Trial 

of  Anti-B4-br. 

Contact/site: 

MGH/Jocelyn  Bresnahan  617.726.8660. 

Drug  name:  Daunoxome 

Eligibility:  Biopsy  proven  pulmonary  KS. 

Presence  of  pulmonary  symptomatology. 

Study  title:  Phase  II  Open-label  Study  of 

Daunoxome  for  the  Treatment  of  Kaposi's 

Sarcoma  with  Symptomatic  Pulmonary 

Involvement. 

Contact/site: 

NED/Jocelyn  Bresnahan  617.632.8528. 

Drug  name:  Doxil,  Bleomycin,  Vincristine 
Eligibility:  Previously  untreated  KS. 
Study  title:  A  Randomized  Trial  of  Doxil 


(Liposomal  Doxorubicin)  vs.  Bleomycin  and 
Vincristine  to  Treat  Previously  Untreated  KS. 
Contact/site: 

BI/Dr.  Marcoux  or  Dr.  Dezube  617.667.7082. 

Drug  name:  Etoposide 

Eligibility:  Patients  who  are  HIV+  with 

Kaposi's  Sarcoma. 

Study  title:  Evaluation  of  Daily  Low-Dose 
Etoposide  for  the  Treatment  of  Relapsed  or 
Progressed  Kaposi's  Sarcoma  (KS)  After 
Prior  Chemotherapy  (ACTG  #269). 
Contact/site: 

BCH/  Carrie  Grodman  617.534.5404, 
Yale/  Lori  Andrews  203.785.3557. 

Drug  name:  Interferon-alpha  and  ddl 
Eligibility:  HIV+  with  a  diagnosis  of  KS. 
Study  title:  Phase  I/II  Study  of  Combination 
Interferon-alpha  and  ddl  Patients  with  KS 
(ACTG  #206). 
Contact/site: 

BCH/Ruth  Haivanis  617.534.5404. 

Drug  name:  Interleukin-4 

Eligibility:  HIV+  with  Kaposi's  Sarcoma. 

Study  title:  Phase  I/II  Study  of  Interleukin-4  in 

Patients  with  KS.  (ACTG  #224). 

Contact/site: 

MGH/Jocelyn  Bresnahan  617.726.8660. 

Drug  name:  LGD  1057 

Eligibility:  HIV+  with  KS. 

Study  title:  HIV  Patients  for  Topical  Retinoid 

in  Kaposi's  Sarcoma. 

Contact/site: 

MGH/Dr.  David  Scadden  617.632.8528. 

Drug  name:  Liposomal  Doxorubicin, 
Bleomycin,  Vincristine 
Eligibility:  HIV+  and  extensive  Kaposi's 
Sarcoma  (KS  with  edema  or  multiple 
lesions).  This  study  compares  liposomal 
doxorubicin  alone  or  in  combination  with 


standard  chemotherapy  agents. 
Study  title:  Comparison  of  Liposomal 
Doxorubicin  vs  Liposomal  Doxorubicin  + 
Vincristine  +  Bleomycin  for  Advanced 
Kaposi's  Sarcoma  (ACTG  #286). 
Contact/site: 

BCH/  Carrie  Grodman  617.534.5404, 
MGH/  Terri  Flynn  617.726.3819, 
BI/Beryl  Chapman  617.667.4149. 

Drug  name:  mBACOD,  Oncolysin-B 
Eligibility:  HIV+  with  non-Hodgkin's 
lymphoma;  no  previous  chemotherapy. 
Study  title:  Monoclonal  Antibody.  Oncolysin- 
B  (anti  B4  blocked  ricin)  and  Low  Dose 
mBACOD. 
Contact/site: 

NED/Dr.  Scadden  617.632.8540. 

Drug  name:  Taxol,  Bleomycin 

Eligibility:  HIV+  with  advanced  KS. 

Study  title:  A  Parallel  Phase  II  Study  of 

Paclitaxel  (Taxol)  with  or  without  Bleomycin 

in  the  Treatment  of  Advanced  Kaposi's 

Sarcoma. 

Contact/site: 

MGH/Dr.  David  Scadden  617.632.8528. 

?? 

Drug  name:  TNP-470  (Fumagillin) 
Eligibility:  HIV+  with  a  diagnosis  of  KS  with 
greater  than  5  measured  lesions.  Must  be  on 
stable  antiretrovirals  for  two  weeks  prior  to 
study. 

Study  title:  Phase  I  Trial  to  Study  the  Toxicity 
and  Determine  the  Maximum  Tolerated 
Dose  of  TNP-470  in  the  Treatment  of  AIDS 
Associated  KS  (ACTG#  215). 
Contact/site:  BI/Beryl  Chapman  617.735.4149, 
BCH/Ruth  Haivanis  617.534.5404. 


TRIALS 

Other  HIV  Related  Illnesses 

Drug  name:  Amitriptyline,  Mexiletine 
Eligibility:  Peripheral  Neuropathy. 
Study  title:  Amitriptyline  vs.  Mexiletine 
vs.  Placebo  for  Painful  Neuropathy 
(ACTG  #  242). 
Contact/site: 

MGH/Teri  Flynn  617.726.3819, 
Bl/Sheila  Hussey  617.667.4103, 
BCH/Beverly  Byam  617.534.5404 
NED/Lisa  Bouvier  617.632.0782. 

Drug  name:  Intravenous  Ara-C,  Intrathecal 
Ara-C 

Eligibility:  HIV+  individuals  diagnosed 
with  PML. 

Study  title:  Phase  II  Open-label  Randomized 
Study  of  Ara-C  Intravenously  or  Intrathecally 
plus  Anti-retroviral  Therapy  or  Anti-retrovi- 
ral  Therapy  Alone.  (ACTG  #243). 
Contact/site: 

MGH/Teri  Flynn  617.726.3819. 

Drug  name:  Testosterone 

Eligibility:  Testosterone  deficient  HIV+ 

men  with  wasting. 

Study  title:  Testosterone  Replacement  for 

HIV  Wasting. 

Contact/site: 

MGH/  Dr.  Steven  Grinspoon  617.726.3890. 

•sr 

Drug  name:  none  -  nutritional  counseling 

Eligibility:  HIV+  all  stages. 

Study  title:  Nutrition  for  Life.  A  Study  to 

Clarify  the  Impact  of  HIV  on  Nutritional 

Status  and  Functional  Capacity. 

Contact/site: 

Tufts  University/ Jim  Raymond  617.636.8295. 
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TRIALS 

Women    and  Children 

Trials  for  Women 
Drug  name:  HIVIG 

Eligibility:  HIV+  with  an  estimated  gestational 
age  of  at  least  20  weeks  and  no  later  than  30 
weeks.  Currently  on  ZDV  therapy.  Must 
intend  to  carry  this  pregnancy  to  term. 
Study  title:  Phase  III  Randomized,  Double- 
blind  Controlled  Study  of  the  Use  of  HIVIG 
for  the  Prevention  of  Maternal-fetal  HIV 
Transmission  in  Pregnant  Women  Receiving 
ZDV. 

Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.735.8198. 

Drug  name:  HIVIG 

Eligibility:  HIV-infected  pregnant  women  who 
are  receiving  ZDV  during  their  pregnancy  for 
medical  indications  (i.e.,  have  pre-entry  CD4 
count  <500).  Comparison  of  HIV  hyperim- 
mune globulin  (HIVIG)  and  ZDV  with 
HIVIG  and  ZDV  administered  similarly. 
Study  title:  Phase  III  Randomized,  Double- 
Blind,  Controlled  Study  of  Hyperimmune 
Anti-  HIV  Intravenous  Immunoglobulin 
(HIVIG)  for  the  Prevention  of  Maternal- 
Fetal  HIV  Transmission  in  HIV-infected 
Pregnant  Women  and  Newborns  Receiving 
Zidovudine  (ZDV)  (ACTG  #  185). 
Contact/site:  Children's  Hospital/  Robert 
Bishop  617.355.8198. 

Drug  name:  Nevirapine 

Eligibility:  HIV+  infected  pregnant  women  > 
34  week's  gestation  and  Newborns  of  HIV+ 
infected  mothers. 

Study  title:  A  Phase  I  Study  of  Safety  and 
Pharmacokinetics  of  Nevirapine  in  HIV+ 
Infected  Pregnant  Women  and  Neonates 
Born  to  HIV-1  Infected  Mothers 
(ACTG  #250). 

Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.355.8198. 
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Drug  name:  Topical  vaginal  5FU 
Eligibility:  HIV  +. 

Study  title:  Six  Months  of  Topical  5FU 

Maintenance  Therapy  vs.  Observation  Alone, 

after  Standard  Ablative  Therapy 

of  High  Grade  Cervical  Dysplasia  in  HIV 

Positive  Women  (ACTG  #200). 

Contact/site:  BCH/Beverly  Byam  617.534.5404. 

Drug  name:  Zidovudine 

Eligibility:  HIV+,  pregnant  women  with  CD4 

cell  counts  of  <300. 

Study  title:  Study  of  Perinatal  Transmission  of 
Zidovudine-Resistant  HIV  Among  Pregnant 
Women  Treated  with  Zidovudine 
(ACTG  #  255). 

Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.355.8198. 

Trials  for  Children 
Drug  name:  Dapsone 

Eligibility:  Between  the  ages  of  one  month  and 
eighteen  years  of  age.  Must  require  PCP  pro- 
phylaxis and  known  intolerance  to  trimetho- 
prim-sulfamethoxazole. Parent  or  guardian 
must  be  available  to  give  consent. 
Study  title:  Comparison  of  Two  Dosage 
Regimens  of  Oral  Dapsone  for  Prophylaxis 
of  PCP  in  Pediatric  HIV  Infection 
(ACTG  #179). 

Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.735.8198. 

Drug  name:  ddl,  Ribavirin 

Eligibility:  HIV-  infected,  ddl-  naive  subjects, 

aged  3  months  to  12  years  and  having  at  least 

one  clinical  symptom  or  laboratory  evidence 

of  immunologic  abnormality. 

Study  title:  A  Phase  I  Study  of  Combination 

Therapy  with  Didanosine  (ddl)  and  Ribavirin 

in  HIV-infected  Children  (ACTG  #  274). 

Contact/site:  Children's  Hospital/ 

Robert  Bishop  617.355.8198. 
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Drug  name:  MNrgp  120  vs.  rgp  120(CHO) 
Eligibility:  Age:  72  hours  or  younger.  CD4 
range  not  specified. 

Study  title:  Phase  I  Dose-escalating,  Double- 
blind,  Placebo  Controlled  Safety  and 
Immunogencity  Trial  (ACTG  #230). 
Contact/site:  BCH/Dr.  Pelton  617.534.5813, 
UMASS  Medical  Center/ 
Dr.  Sullivan  508.856.3947. 

Drug  name:  Nevirapine 
Eligibility:  HIV  +  pregnant  women. 
Study  title:  Use  of  Nevirapine  in  HIV+ 
Women  to  Prevent  Passing  the  Virus  onto 
the  Baby. 

Contact/site:  Children's  Hospital/ 
Andrea  Rubin  Hale  617.355.7879. 

Drug  name:  Nevirapine,  AZT 
Eligibility:  Children  up  to  18  years  who  have 
mild  to  moderate  symptoms  of  HIV  infec- 
tion. 

Study  title:  Comparison  of  Nevirapine  alone 
vs.  Nevirapine  in  Combination  with  AZT 
(ACTG  #180). 
Contact/site:  U.  Mass./ 
Dr.  Sullivan  508.856.3947 

Drug  Name:  Oral  Ganciclovir 

Eligibility:  Between  the  ages  of  two  weeks 

and  20  years  of  age. 

Study  title:  A  Pharmacokinetics  and  Tolerance 
Study  of  Oral  Ganciclovir  in  HIV-infected 
Children  with  Asymptomatic  CMV  Infection 
and  Low  CD4  Cell  Counts  or  Quiescent 
CMV  (ACTG  #226). 
Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.735.8198. 

Drug  name:  Pneumococcal  Conjugate  Vaccine 
(PCV) 

Eligibility:  Presumed  HIV-  infected  infants 
between  56  and  180  days  old. 
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Study  title:  A  Double  Blind  Placebo- 
Controlled  Trial  of  the  Safety  and 
Immunogenicity  of  a  Seven  Valent 
Pneumococcal  Conjugate  Vaccine  in 
Presumed  HIV-infected  Infants 
(ACTG  #292). 

Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.735.8198. 

Drug  Name:  Zidovudine,  Didanosine 
Eligibility:  Less  than  or  equal  to  120  days  of 
age  (part  A),  or  less  than  or  equal  to  180  days 
of  age  (part  B)  at  the  time  of  enrollment. 
Signs  and  symptoms  of  HIV  infection.  Ability 
to  obtain  parental  and/or  guardian  informed 
consent. 

Study  title:  Phase  I/II  Study  to  Evaluate  the 
Safety,  Toxicity  and  Antiviral  Activity  of 
Zidovudine  Vs.  Combination  Therapy  of 
Zidovudine  and  Didanosine  in  Young  Infants 
with  HIV  Infection  (ACTG  #239). 
Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.735.8198. 

Drug  name:  none 

Eligibility:  Children  and  adolescents  between 
6  months  and  20  years  of  age.  At  least  24 
weeks  of  prior  cumulative  nucleoside 
analogue  antiretroviral  monotherapy  or 
combination  therapy.  Evidence  of  clinical 
HIV  disease  progression. 
Study  title:  Comparative  Study  of 
Combination  Antiretroviral  Therapy  in 
Children  and  Adolescents  with  Advanced 
HIV  Disease  (ACTG  #245). 
Contact/site:  Children's  Hospital/ 
Robert  Bishop  617.735.8198. 
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OBSERVATIONAL/ 
EPIDEMIOLOGICAL  Studies 

Eligibility:  Female,  Age  >18yrs  and  <  46yrs 
Diagnosed  with  AIDS  by  current  CDC  crite- 
ria weight  <  90%  IBW  or  loss  of  >  10%  IBW 
within  past  three  months. 
Study  title:  Gonadal  Dysfunction  and  Women 
with  AIDS  Wasting. 
Contact/Site: 

MGH/  Colleen  Corcoran  617.724.8015, 
Steven  Grinspoon  617.726.3890. 

Eligibility:  HIV+  individuals  starting  3TC. 
Study  title:  Evaluation  of  Change  in  HIV- 
RNA  (bDNA)  Levels  Following  Initiation  of 
Lamivudine  (3TC)  in  Persons  Currently 
Taking  AZT,  ddl,  ddC,  d4T. 
Contact/site:  CRI/Carol  Quarrington 
617.566.4004. 

BRUNAP/Grace  Accetta  401.456.2437. 

Eligibility:  HIV  +  and  any  stage  of  pregnancy. 

Study  title:  HIV  Immunity:  Correlation  with 

Vertical  Transmission. 

Contact/Site:  BRUNAP/Gail  Skowron 

401.456.2437. 

Name:  Pediatric  late  outcomes  protocol. 
Eligibility:  HIV+  infants,  children  and  adoles- 
cents enrolled  in  any  ACTG  clinical  trials  as 
well  as  children  born  to  women  enrolled  in 
ACTG  perinatal  transmission  studies. 
Study  title:  Multi-center,  Longitudinal,  Data 
Collection  Study  to  Help  Determine  the 
Long  Term  Outcomes  Related  to  HIV 
Disease  Progression  and  Treatment  Effects. 
Contact/site:  BRUNAP/Grace  Accetta 
401.456.2437. 

Study  title:  Pregnant  Women  and  Infants 
Study  to  Evaluate  How  the  Immune  System 
Prevents  Infection  of  the  Infant.  Information 
Gained  from  this  Study  Will  Be  Used  in  the 
Evaluation  of  Vaccines  and  Immune 
Therapies. 


Contact/site:  BRUNAP/Grace  Accetta 
401.456.2437. 

Study  title:  Natural  History  of  HIV  Infection 
in  Women.  The  Purpose  of  this  Study  Is  to 
Learn  about  the  Effects  of  HIV  Infection  on 
the  Physical,  Emotional,  and  Social  Health 
of  the  American  Woman. 
Eligibility:  Women  who  are  HIV+. 
Contact/site:  BRUNAP/Frances  Bettencourt 
401.274.HERS. 

Study  title:  AIDS  Immunology  Study. 
Donation  of  Several  Tubes  of  Blood  3-4 
Times  per  Year.  Blood  Used  to  Study  the 
Ability  of  Lymphocytes  to  Kill  Cells  Infected 
with  HIV.  Compensation  Available. 
Eligibility:  No  drug  taking  involved.  HIV 
infection  with  few  or  no  symptoms. 
Contact/site:  BRUNAP/Gail  Skowron 
401.456.2437. 

Study  Title:  Women  and  Infants  Transmission 
Study  (WITS) 

Eligibility:  HIV+  pregnant  women  or  non 
pregnant  women  ages  15-55.  Children  born 
to  women  enrolled  in  study. 
Contact/Site:  B&W/Arlene  Buck  617.732.5111. 
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ASSISTANCE  PROGRAMS 


Acyclovir  (Zovirax) 

Herpes  simplex,  herpes  zoster. 

Burroughs  Wellcome  Co. 

HIV  Patient  Assistance  Program 

800.722.9294 

Aerolized  Pentamidine  (Nebupent) 
PCP  prophylaxis 
Fujisawa  Pharmaceuticals 
Nebupent  Reimbursement  Service 
800.317.0600  x8636 

Alpha  Interferon  (Roferon-A) 

KS  (>200  T4  cells),  anogenital  neoplasm 

Hoffmann-La  Roche,  Inc. 

Oncoline  (Reimbursement  Assistance) 

800.443.6676 

*a 

Alpha  Interferon  (Intron-A) 
KS  and  anogenital  neoplasms 
Schering-Plough  Corp. 
Reimbursement  Information  Services 
800.521.7157 

Atovaquone  (Mepron,  566) 

PCP,  toxoplasmosis,  microsporidiosis, 

cryptosporidiosis. 

Burroughs  Wellcome  Co. 

Patient  Assistant  program 

800.869.9979 

?T 

Azithromycin  (zithromax) 
Toxoplasmosis,  MAC,  cryptosporidiosis 
Pfizer  Inc./Premier  Research 
203.441.5941 

AZT  (Retrovir) 

HIV  infection 

Burroughs  Wellcome  Co. 

HIV  Patient  Assistance  Program 

800.722.9294 

Ciprofloxacin  (Cipro) 
Miles  Pharmaceuticals 
Indigent  patient  program 
800.722.9294 


Clarithromycin  (Biaxin) 
MAC,  toxoplasmosis 
Abbott  laboratories 
Patient  Assistance  Program 
800.688.9118 

DaunoXome  KS 
Vestar,  Inc. 

Patient  Assistance  Program 
(PACT)  Janet  Brennan 
800.247.3303 

ddC(HIVID) 
HIV  infection 
Hoffmann-La  Roche,  Inc. 
Assistance  Program 
800.285.4484 

ddl(Videx) 

Bristol-Myers 

800.788.0123 

Dronabinol  (Marinol) 
Weight  loss 
Roxanne  Laboratories 
Patient  Assistance  Program 
800.274.8651 

Erythropoietin  (Procrit) 
AZT-related  anemia 
Ortho  Biotech 
Procritline  800.553.3851 
Cost  sharing  Program 
800.441.1366 
Financial  Assistance 
800.447.3437 

Fluconazole  (Diflucan) 

Fungal  Infections 

Pfizer  Inc./Premier  Research 

Patient  Assistance  Program 

800.869.9979 

Foscarnet  (Foscavir) 

CMV  disease,  acyclovir-resistant 
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herpes  simplex 

Astra  Pharmaceuticals 

Foscavir  Assistance,  Reimbursement 

800.488.3247 

Ganciclovir  (Cytovene) 
CMV  disease 
Syntex  Laboratories 
Provisional  Assistance  Program 
800.444.4200 

Ganciclovir  (Oral) 
CMV  Retinitis 
Syntex  Laboratories 
800.569.4630 

*a 

G-CSF  (Neupogen) 

Neutropenia 

Amgen 

Patient  Assistance  Program 
800.272.9376 

GM-CSF  (Leukine) 
Neutropenia 
Immunex  Corporation 
Patient  Assistance  program 
800.334.6273 

Itraconazole  (Sporanox) 
Histoplasmosis 
Janssen  Pharmaceutica 
Patient  Assistance  Program 
800.544.2987 

Megestrol  Acetate  (Megace) 
Weight  Loss 
Bristol-Myers 

Megace  temporary  assistance  program 
800.447.6673 

Pyrimethamine  (Daraprim) 
Toxoplasmosis 
Burroughs  Wellcome  Co. 
HIV  Patient  Assistance 
800.722.9294 


Rifabutin  (Mycobutin) 
MAC 

Adria  Laboratories 
Patient  Assistance  Program 
800.795.9759 
*S 

3TC  (Lamivudine) 

HIV  infection 

Glaxo  Research  Institute 

800.248.9757 

•sr 

TMP/SMX  (Septra) 
PCP  prophylaxis,  acute  PCP 
Burroughs  Wellcome  Co. 
Patient  Assistance  Program 
800.722.9294 

TMP/SMX  (Bactrim) 

PCP  prophylaxis 

Hoffman-LaRoche,  Inc. 

Oncoline  (Reimbursement  Assistance) 

800.443.6676 

Trimetrexate  (Neutrexin) 
PCP  treatment 
US  Bioscience 

Financial  Assistance/800.887.2467 

•c 

This  information  was  made  available 
by  the  AIDS  Treatment  Data  Network 
259  West  30th  Street  -  9th  Floor 
New  York,  NY  10001-2809 
800.858.2111 

HIV  DRUG  ASSISTANCE 
Programs  in  New  England 

The  following  is  a  listing  of  HIV  drug  assis- 
tance programs  across  New  England.  These 
programs  help  in  paying  for  either  part  or  all 
of  the  expense  of  the  listed  medications 
based  on  eligibility.  Eligibility  criteria  are  dif- 
ferent for  each  state  so  you  are  asked  to  call 
the  listed  phone  numbers  for  more  information. 


28 


Massachusetts  o 

Drugs  currently  covered: 
ZDV,  ddl,  ddC,  Alpha  Interferon, 
Fluconazole,  Ganciclovir,  Dapsone, 
Aerosolized  Pentamidine,  Trimethoprim/ 
Sulfa(Bactrim),Nystatin(Mycostatin), 
Clotrimazole(mycelex),  Ketoconazole, 
Foscarnet(Foscavir),  Acyclovir,  Pyrime- 
thamine, Sulfadiazine,  Clindamycin, 
Leucovorin(Folinic  Acid),  Butaconazole 
(Femstat),  Terconazole  (Terazole-3,  vaginal 
suppositories  or  Terazole-7  Vaginal  cream), 
3TC  (Lamivudine)  Saquinavir. 

Contact  person:  Joseph  Montahez 
or  Ed  Crane. 

Phone:  617.566.8358  ext.26  or  1.800.228.2714 
(English  and  Spanish). 

Rhode  Island 

Drugs  currently  covered: 
ZDV,  ddl,  Aerosolized  Pentamidine,  Alpha 
Interferon,  Fluconazole,  Acyclovir,  Bactrim, 
Clarithromycin,  Ganciclovir. 

Contact  person:  Paula  Avarista 
Phone:  401.464.2183 

New  Hampshire 

Drugs  currently  covered: 
ZDV,  Acyclovir,  Azythormycin,  Clindamycin, 
Clofazimine,  Clarithromycin,  Clotrimazole, 
Dapsone,  ddl,  ddC,  Ethambutol,  Fluconazole, 
Isoniazid,  Ketoconazole,  Metronidazole, 
Nystatin,  Aerosolized  Pentamidine, 
Primaquine,  Pyazinamide,  Pyrimethamine, 
Rifampin,  Sulfadoxine/Pyrimethamine, 
Trimethoprim,  Trimethoprim 
Sulphamethoxazole. Contact  person:  John 
Reinheimer 
Phone:  603.271.4501 

Maine  15 

Drugs  currently  covered: 

ZDV,  Aerosolized  Pentamidine,  Fluconazole, 

ddl,  ddC,  Bactrim  Septra 

Contact  person:  Tom  Bancroft 
Phone:  207.289.5060 


ABBREVIATIONS 

ACTG:  AIDS  Clinical  Trial  Group 

AZT  Retrovir  or  Zidovudine 

CMV:  Cytomegalovirus 

CNS:  Central  Nervous  System 

CRI:  Community  Research  Initiative 

IBW:  Ideal  Body  Weight 

IM:  Intramuscular 

IND:  Investigational  New  Drug 

FDA:  Food  and  Drug  Administration 

K8:  Kaposi's  Sarcoma 

Nl AID:  National  Institutes  for  Allergy 

and  Infectious  Diseases 

PCP:  Pneumocystis  Carinii  Pneumonia 

ZDV:  Zidovudine,  also  known  as  AZT, 

Retrovir 

ABBREVIATIONS 

Research  Sites  and  Locations 
BCH:  Boston  City  Hospital,  Boston,  MA 
Bl:  Beth  Israel  Hospital,  Boston,  MA 
B&W:  Brigham  and  Women's  Hospital, 
Boston,  MA 

BRUNAP:  Brown  University  AIDS  Program, 
Providence,  Rhode  Island 
Children's  Hospital:  Children's  Hospital, 
Boston,  MA 

CRI/New  England:  Community  Research 
Initiative  of  New  England 
Fletcher  Allen:  Fletcher  Allen  Health  Care, 
Burlington,  VT 

MGH:  Massachusetts  General  Hospital, 
Boston,  MA 

NED:  New  England  Deaconess  Hospital, 
Boston,  MA 

UMASS:  University  of  Massachusetts  Medical 
Center,  Worcester,  MA 
Yale:  Yale  University,  New  Haven  Hospital, 
New  Haven,  Connecticut 

GLOSSARY 

Antibodies:  Proteins  produced  by  white  blood 
cells  which  recognize  and  block  foreign  sub- 
stances. 
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Antlretroviral:  Substance  that  stops  or  sup- 
presses the  activity  of  a  retrovirus. 

Asymptomatic:  Infection  without  symptoms. 
Someone  may  be  seropositive  but  asympto- 
matic, that  is,  carry  antibodies  to  HIV  but  not 
show  any  of  the  visible  signs  of  HIV  infection. 

Autoimmune:  A  condition  in  which  the  body's 
immune  system  attacks  its  own  tissue. 

Candida:  A  yeast-like  fungi  which  is  commonly 
found  in  the  normal  plant  life  of  the  mouth, 
skin,  intestinal  tract  and  vagina. 

Clinical  trial:  A  test/investigation  to  see  how 
well  a  new  drug  works  in  people. 

Comparison  trial:  A  trial  in  which  experimental 
drugs  are  tested  against  each  other  or  against 
an  approved  drug. 

Compassionate  Use  IND:  A  method  of  releasing 
an  investigational  new  drug  when  there  is  lit- 
tle established  data  to  prove  its  efficacy. 
People  who  are  seriously  ill  can  have  their 
doctor  ask  the  drug  company  to  give  them  an 
experimental  drug  they  think  will  help  them. 
Very  few  drugs  are  available  through  this 
program.  Drug  companies  are  generally  not 
allowed  to  charge  for  the  drug. 

Controlled  trial:  Generally,  trials  in  which  one 
group  gets  the  experimental  drug.  The  other 
group,  the  control  group,  is  given  either  a 
placebo  or  an  approved  drug  therapy. 
Participants  may  not  know  which  group  they 
are  in. 

Crossover:  A  procedure  in  a  controlled  trial 
where  at  one  point  during  the  study  the  con- 
trol group  is  taken  off  the  control  and  given 
the  experimental  drug  or  visa  versa. 

Cytopenia:  Deficiency  in  the  cellular  elements 
of  the  blood  and  other  tissues. 

Dementia:  Chronic  intellectual  impairment 
(loss  of  mental  capacity)  with  organic  origins, 
that  effects  a  person's  ability  to  function  in  a 
social  or  occupational  setting. 

Disseminated:  Scattered  throughout  the  body. 


Dose  ranging:  A  drug  trial  in  which  two  or 
more  doses  of  a  given  drug  are  being  tested 
against  each  other  in  order  to  determine 
which  dose  works  best  and  is  the  least  harmful. 

Double  blind:  A  type  of  clinical  trial  in  which 
neither  researchers  nor  participants  know 
who  is  receiving  the  experimental  drug  and 
who  is  receiving  the  control.  Some  studies  are 
single  blind.  In  a  single  blind  study  the  partic- 
ipants do  not  know  what  treatments  they  are 
getting,  but  their  doctors  do  know. 

Efficacy:  In  trials,  the  ability  of  the  experimen- 
tal drug  to  produce  results  (the  effectiveness 
of  the  drug). 

Enzyme:  A  substance  that  makes  certain 
chemical  reactions  take  place  at  a  faster  rate. 

Expanded  access:  A  system  of  distributing 
experimental  drugs  to  patients  who  are 
unable  to  participate  in  ongoing  clinical  effi- 
cacy trials. 

Hemophilia:  An  inherited  disease  that  prevents 
the  normal  clotting  of  blood. 

Histoplasmosis:  A  systemic  respiratory  disease 
caused  by  a  certain  type  of  parasitic  fungi. 

Immune  Deficiency:  A  breakdown  or  inability  of 
certain  parts  of  the  immune  system  to  func- 
tion, thus  making  a  person  susceptible  to  cer- 
tain diseases  which  they  would  not  ordinarily 
develop. 

Immunomodulators:  Drugs  that  build  up  the  im- 
mune system  and  help  the  body  fight  off 
opportunistic  infections  or  other  diseases 
that  occur  to  people  with  ARC  or  AIDS. 

Inclusion/exclusion  criteria:  The  medical  or  social 
reasons  why  a  person  may  or  may  not  be 
allowed  to  enter  a  trial. 

IND  (Investigation  New  Drug):  Name  given  to  an 
experimental  drug  after  the  FDA  approves 
an  application  for  testing  in  people. 

Informed  Consent:  Type  of  protection  available 
to  people  considering  entering  a  drug  trial. 
Before  entering  the  trial,  a  participant  must 
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sign  a  consent  form  that  contains  the 
informed  consent.  The  informed  consent 
must  explain:  A)  why  the  research  is  being 
done,  B)  what  the  researchers  want  to 
accomplish,  C)  what  will  be  done  during  the 
trial  and  for  how  long,  D)  what  risks  are 
involved  in  the  trial,  E)  what  benefits  can  be 
expected  from  the  trial,  F)  other  treatments 
available  and  G)  the  right  of  the  participant 
to  leave  the  trial  at  any  time. 

Institutional  Review  Board:  Every  institution  that 
conducts  or  supports  biomedical  and  behav- 
ioral research  involving  human  subjects  must 
by  federal  regulation  have  an  IRB  that  initial- 
ly approves  and  periodically  reviews  the 
research  so  as  to  protect  the  rights  of  the 
human  subjects.  This  board  makes  sure  that 
the  study  protects  patients'  safety.  The  board 
will  only  approve  a  study  if  the  benefit  it  may 
bring  is  likely  enough  and  great  enough  to 
allow  the  risks  people  may  face  by  taking  part 
in  the  study. 

Intravitpeal:  Within  the  eye. 

Karnofsky  performance  scale:  A  subjective  scale 
which  describes  a  patient's  ability  to  function 
as  measured  by  the  performance  of  common 
tasks.  The  scale  ranges  from  0  (moribund, 
near  death)  to  100  (fully  and  normally  func- 
tioning). 

Latency:  The  period  when  an  organism  is  in 
the  body  and  not  producing  any  ill  effects. 

Neonatal:  Concerning  the  first  weeks  of  life 
after  birth. 

Neuropathy:  A  general  term  describing  any 
abnormal,  degenerative  of  inflammatory 
state  of  the  peripheral  nervous  system. 

Open  label:  A  type  of  clinical  trial  in  which 
researchers  and  participants  know  who  is  tak- 
ing the  experimental  drug. 

Peripheral  neuropathy:  Painful  sensations  of  the 
hands  and  feet. 

Pharmokinetics:  Studies  how  a  drug  is  absorbed 
in  the  body. 


Phase  I:  Trial  stage  in  drug  development  in 
which  the  safety,  toxicity  and  maximum  dose 
tolerance  of  the  experimental  drug  being 
studied  is  determined. 

Phase  II:  Trial  stage  in  drug  development  in 
which  the  goal  is  to  determine  whether  the 
experimental  drug  has  activity  against  a  par- 
ticular disease  (efficacy).  Also  studies  dose 
schedules  and  additional  safety  and  toxicity  data. 

Phase  III:  Expanded  controlled  and  uncon- 
trolled clinical  trials  designed  to  gather  addi- 
tional data  supporting  effectiveness  in  major 
indications  and  specific  data  on  adverse 
experiences. 

Placebo:  An  inactive  substance  against  which 
investigational  treatments  are  compared  for 
efficacy. 

Prophylaxis:  A  treatment  intended  to  preserve 
health  by  preventing  the  occurrence  of  a 
disease. 

Protocol:  A  detailed  plan  which  states  the 
rationale,  goal  and  hypothesis  of  a  drug 
study.  The  protocol  outlines  drugs  involved, 
dosage  levels,  methods  of  administration, 
who  may  participate,  the  disease  and  its 
severity.  It  often  indicates  patients'  age  and 
sex  and  the  range  of  blood  values  for  a  per- 
son with  AIDS/HIV  infection.  The  protocol 
must  be  approved  by  an  institutional  review 
board. 

Randomized  study:  A  study  that  assigns  each 
person  by  chance  to  the  treatment  group  or 
the  control  group. 

Retrovirus:  A  class  of  viruses  which  includes 
HIV.  Retroviruses  are  so  named  because  they 
carry  the  genetic  information  in  RNA  rather 
than  in  DNA,  and  RNA  information  must  be 
translated  "backwards"  into  DNA. 

Reverse  Transcriptase:  An  enzyme  essential  to 
retroviruses  which  copies  the  viral  RNA  into 
DNA.  AZT  and  other  nucleoside  analogues 
apparently  inhibit  the  reverse  transcriptase 
process. 


Syndrome:  A  group  of  symptoms  and  diseases 
that  together  are  characteristic  of  a  specific 
condition. 

Titer:  A  laboratory  measurement  of  the 
amount  (or  concentration)  of  a  given  compo- 
nent in  a  solution. 

Toxicity:  The  extent,  quality  or  degree  of  being 
poisonous  or  harmful  to  the  body. 

Treatment  IND:  A  FDA  program  that  makes 
experimental  drugs  available  to  seriously  ill 
people.  The  drugs  available  through  this  pro- 
gram have  demonstrated  safety  and  efficacy, 
but  have  not  yet  gained  FDA  approval. 

Viremla:  The  presence  of  virus  in  the  blood 
stream. 

Virus:  A  group  of  submicroscopic  infective 
agents  characterized  by  their  inability  to 
reproduce  outside  of  a  living  host  cell. 


AIDS/HIV 
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En  Espanol 

"Community  Research  Initiative  of  New 
England"  (CRI)  se  enorgullece  en  brindarle 
el  ultimo  Directorio  de  Tratamiento  para  el 
VIH/SIDA  de  Nueva  Inglaterra  (HIV/AIDS 
Treatment  Directory  of  of  New  England)  . 
Este  directorio  esta  disenado  para  ofrecerle  a 
usted  la  ultima  information  sobre  las  pruebas 
clinicas  que  se  estfn  llevando  a  cabo  en 
Massachusetts  y  el  area  de  Nueva  Inglaterra. 
Una  explication  y  los  terminos  mas  comunes 
se  pueden  encontrar  en  Espanol  e  Ingles. 
Tambien  se  encuentra  incluido  en  este  direc- 
torio una  lista  de  los  actuates  Programa  de 
Asistencia  para  Medicamentos  para  el  VIH 
(HIV  Drug  Assistance  Programs)  en  Nueva 
Inglaterra  y  los  medicamentos  que  cubren. 
Ademas  se  encuentra  la  lista  de  Programas 
de  Investigation  de  Nuevos  Medicamentos 
para  uso  compasivo  y  tratamiento. 

■  Por  definition,  muchos  de  los  tratamientos 
inclufdos  en  este  directorio  son  experimen- 
tales  o  sin  aprobacion.  El  proposito  de 
algunos  de  estos  estudios  es  evaluar  nuevos 
tratamientos  prometedores,  mientras  otros 
experimentos  comparan  diferentes  puntos  de 
vista  en  tratamientos.  Nosotros  animamos  a 
las  personas  interesadas  en  tratamientos 
experimentales  a  que  discutan  todas  las 
opciones  con  su  proveedores  de  servicios 
medicos,  debido  a  que  existen  muchos  fac- 
tores  envueltos  en  la  selection  del  mejor 
tratamiento  para  cada  persona. 
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■  El  primer  grupo  de  pruebas  clinicas  en  la 
lista  incluyen  medicamentos  que  actuan 
como  antiretroviricos  y  medicamentos  que 
esperan  detener  el  VIH  (HIV)  de  alguna 
forma. 

■  Immunomoduladores 

■  El  siguiente  grupo  de  ensayos  se  enfocan 
en  el  uso  de  medicamentos  tanto  para  el 
tratamiento  como  para  la  prevencion 
(Profilaxis)  de  las  infecciones  oportumsticas 
mas  comunmente  vistas  en  personas  positivas 
al  VIH  (HIV).  Algunas  pruebas  estan  enfo- 
cados  en  la  prevencion  (profilaxis)  de  alguna 
infeccion  especffica,  mientras  otros  son 
dirigidos  contra  dos  o  tres  infecciones  difer- 
entes  (y  por  esta  razon  podrian  estar  en  la  lista 
mas  de  unavez). 

■  La  siquiente  parte  menciona  los  tipos  de 
experimentos  que  no  corresponden  a  ninguna 
de  las  categorias  enteriores.  Ademas,  tene- 
mos  una  seccion  para  estudios  especifica- 
mente  disenados  para  mujeres  y  ninos. 

■  La  seccion  inmediata  describe  los  ensayos 
que  son  para  observation  solamente.  Estos 
estudios  no  son  para  probar  un  medicamento 
especffico,  sino  que  nos  ayudan  a  aprender 
mas  sobre  algunos  aspectos  de  la  enfermedad 
del  VIH  (HIV). 

■  La  ultima  parte  muestra  los  medicamentos 
que  estan  directamente  asequibles  para  los 
medicos  por  medio  del  "uso  compasivo". 
Estos  medicamentos  estan  indicados  normal- 
mente  para  enfermedades  graves  en  las 
cuales  el  medicamento  experimental  se 
considera  importante. 

■  En  general,  las  personas  son  elegibles  para 
mas  de  una  prueba  a  la  vez.  Sin  embargo, 
usted  puede  tener  que  escojer  entre  dos  o 
mas  pruebas  diferentes  para  las  cuales  usted 
puede  ser  candidate  Existen  algunas  excep- 
ciones  a  esto,  sin  embargo  se  le  recomienda  a 
usted  que  discuta  esto  con  el  equipo  de  inves- 
tigation, si  esta  es  una  de  sus  preocupa- 
ciones. 


COMO  USAR  ESTE  DIRECTORIO 

Este  directorio  esta  organizado  de  acuerdo  a 
las  infecciones  y  las  terapias  ofrecidas.  Cada 
Ensayo  clmico  ofrecido  esta  dividida  en  las 
siguientes  (4)  categorias: 

A.  Nombre  del  Medicamento  El  nombre  cientffico 
de  cada  medicamento  usado  en  el  estudio  es 
dado  en  esta  parte.  Cuando  una  "Y"  esta 
presente  significa  que  el  medicamento  es 
dado  en  combination  con  otro;  "vs"  significa 
que  el  medicamento  esta  siendo  comparado 
con  otro. 

B.  Elegibilidad  Esta  parte  presenta  los  criterios 
de  entrada  para  participar  en  cada  estudio  en 
particular.  Algunos  pruebas  pueden  tener 
algun  criterio  de  inclusion  o  exclusion  que  no 
esta  en  la  lista.  Se  recomienda  que  usted 
llame  a  la  persona  de  contacto  si  usted  esta 
interesado  en  adquirir  mas  informacion  sobre 
un  estudio  en  particular. 

C.  TItulo  del  Estudio  Este  incluye  el  nombre  del 
estudio  asf  como  la  description  del  tipo  de 
diseno  del  estudio  (Ej.  al  azar  o  etiqueta 
abierta).  Usted  encontrara  un  glosario  en  la 
parte  de  atras  de  este  directorio  que  le  ayu- 
dara  a  entender  el  lenguaje  cientffico  de  las 
pruebas  clinicas. 

D.  Contacto/Sltio  Esta  section  menciona  los 
nombres  y  numeros  telefonicos  de  las  institu- 
ciones,  agencias  y  personas  para  contactar, 
en  caso  de  que  usted  este  interesado  en  algu- 
na  prueba  en  particular  o  este  buscando  mas 
informacion. 

COMO  PARTICIPAR 

En  Una  Prueba  Clinica 

Una  prueba  clinica  es  la  forma  en  que  los 
doctores  estudian  los  beneficios  y  riesgos  de 
usar  un  tratamiento  nuevo  para  una  enfer- 
medad  especffica,  en  seres  humanos.  Existen 
dos  razones  principales  para  hacer  pruebas 
clinicas: 
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1.  Para  encontrar  si  el  tratamiento  es  seguro 
para  que  las  personas  lo  tomen. 

2.  Para  encontrar  si  el  tratamiento  funciona. 

La  decision  de  participar  en  una  prueba  clini- 
ca  no  es  facil.  La  information  en  este  directo- 
rio  y  la  que  sus  proveedores  de  servicios  de 
salud  puedan  ofrecerle,  es  importante  para  el 
primer  paso  en  decidir  si  la  participacion  en 
una  prueba  clinica  es  una  option  correcta 
para  usted.  Antes  de  participar,  es  impor- 
tante que  usted  este  alerta  a  sus  derechos, 
que  usted  entienda  sobre  que  es  la  prueba, 
los  riesgos  y  beneficios  envueltos,  lo  que 
usted  espera  de  su  participacion  en  la  prueba 
y  que  usted  le  da  autorizacion  completa. 

Las  pruebas  pueden  ofrecerse  en  centros 
medicos  urbanos,  en  su  hospital  local  o  bien 
en  su  propia  clinica  o  en  la  oficina  de  su 
medico. 

**  Los  ensayos  clmicos  que  son  coordinados 
por  el  Community  Research  Initiative  of  New 
England  (CRI)  son  disponible  atraves  de 
ciertas  clfnicas  localizades  centralmente  en 
Boston,  y  algunas  son  disponible  atravez  de 
sus  proveedores  de  servicios  de  salud.  Si 
usted  esta  interesado  en  algun  ensayo  clmico 
de  CRI/New  England  pero  la  localization  del 
sitio  no  es  conveniente  para  usted,  llame  a 
CRI  y  pregunte  si  el  ensayo  clmico  de  su 
interes,  es  ofrecido  fuera  del  area  metropoli- 
tana.  Su  proveedor  (medico)  puede  comuni- 
carse  con  CRI  para  saber  como  puede  partic- 
ipar en  la  cadena  de  proveedores  de  CRI. 

«•*  Las  Pruebas  que  son  coordinadas  por  el 
"AIDS  Clinical  Trial  Group  (ACTG)"  son 
ofrecidas  en  los  centros  medicos  que  se 
encuentran  en  la  lista.  Para  participar,  su 
proveedor  de  cuidados  primarios  necesita 
referirlo  a  un  lugar  de  ACTG.  Si  usted  toma 
la  decision  de  participar,  el  seguimiento  y 
tratamiento  espetifico  del  estudio,  se  llevara 
a  cabo  en  el  centro  medico  patrocinador. 

Las  pruebas  que  no  estan  afiliados  con 


ACTG  o  CRI  son  ofrecidos  en  los  hospitales 
especializados.  Para  participar  en  una  prueba 
en  un  hospital  especffico,  usted  necesita  que 
su  medico  lo  refiera  al  hospital  especffico.  El 
seguimiento  especffico  del  estudio  sera  hecho 
en  el  hospital  que  auspicia  el  estudio. 

Discuta  la  information  de  este  directorio  con 
su  medico,  trabajador  social,  companero  o 
amigos.  Este  alerta  a  las  alternativas  u 
opciones  para  tratamientos  que  estan 
disponibles.  La  decision  de  participar  es  suya. 

El  directorio  de  tratamiento  para  VIH/SIDA 
(HIV/AIDS)  de  Nueva  Inglaterra  es  publica- 
do  por  "Community  Research  Initiative  of 
New  England  (CRI/New  England)"  y  es  actu- 
alizado  regularmente.  El  directorio  de 
tratamientos  es  destinado  como  un  recurso 
informativo  de  pruebas  clinicas  en  el  area  de 
Nueva  Inglaterra,  los  cuales  estan  matricu- 
lando  pacientes  actualmente.  Ningun  endor- 
so  es  hecho  a  ningun  prueba  clfnica  presenta- 
do  en  este  documento. 

El  directorio  es  lo  mas  compresivo  y  actual- 
izado.  Sin  embargo,  cualquier  ensayo  que 
este  en  las  listas  puede  cerrar  su  matricula 
para  pacientes  en  cualquier  momento. 
"Community  Research  Initiative  of  New 
England"  solicita  information  al  dfa  sobre  las 
pruebas  clfnicas  a  traves  de  Nueva  Inglaterra. 
Cualquier  persona  con  information  apropia- 
da  para  publication  en  este  directorio,  haga 
el  favor  de  llamar  a  las  oficinas  de 
"Community  Research  Initiative"  al  telefono 
(617)  566-4004. 

Si  usted  desea  information  adicional  sobre 
pruebas  clfnicas  a  nivel  national,  el  Instituto 
Nacional  de  la  Salud  provee  una  lfnea  gratis 
1-800-TRIALS-A.  American  Foundation  for 
AIDS  Research  (AmFAR)  o  (La  Fundacion 
Americana  para  la  Investigation  del  SIDA) 
tambien  publica  un  directorio  nacional  que 
se  puede  obtener  para  responder  a  sus 
preguntas  sobre  los  ensayos  clfnicos  al 
1-800-39-AmFAR. 


GLOSARIO 

Anticuenpos:  Protemas  producidas  por  las  celu- 
las  blancas  que  reconocen  y  bloquean  las  sus- 
tancias  ajenas  al  organismo. 

Antl-Retpoviral:  Sustancia  que  detiene  o 
suprime  la  actividad  de  un  retrovirus. 

Asintomatico:  Infeccion  sin  smtomas.  Una  per- 
sona puede  ser  sero-positiva  pero  asintomati- 
ca,  esto  es,  posee  anticuerpos  al  VIH  pero  no 
muestra  ninguna  de  las  senales  visibles  de  la 
infeccion  con  VIH. 

Autolnmune:  Una  condiccion  en  la  cual  el  sis- 
tema  inmunologico  del  cuerpo  ataca  su  pro- 
pio  tejido. 

Afta  (Candida):  Un  hongo  comonmente  encon- 
trado  en  la  boca,  piel,  intestino  y  vagina. 

Prueba  Cli'nica:  Un  ensayo/Investigacion 
para  ver  cuan  efectiva  es  una  droga  en  las 
personas. 

Prueba  de  Comparacion:  Drogas  experimentales 
que  son  comparadas  unas  contra  otras  o 
contra  un  medicamento  ya  aprobado. 

Uso  Compasivo-IND:  Un  metodo  para  obtener 
drogas  que  a£n  se  encuentran  en  investi- 
gation y  con  poco  datos  establecidos  para 
comprobar  su  eficacia.  Las  personas  seri- 
amente  enfermas  pueden  pedir  que  sus  medi- 
cos soliciten  a  una  compama  farmaceutica 
que  les  proveen  una  droga  experimental  que 
ellos  creen  puede  ayudarles.  Muy  pocas  dro- 
gas se  encuentran  disponibles  a  traves  de  este 
programa.  Las  farmaceuticas  usualmente  no 
cobran  por  la  droga. 

Prueba  Controladas:  Usualmente  es  una  prueba 
en  la  que  un  grupo  recibe  la  droga  experi- 
mental, y  otro  grupo  recibe  un  placebo  o  otra 
droga  ya  aprobada.  Los  participantes  usual- 
mente desconocen  en  cual  de  los  grupos  se 
encuentran. 

Cruce:  Un  procedimiento  en  una  prueba 
controlada  por  la  cual,  a  mitad  del  estudio,  el 
grupo  de  control  comienza  a  recibir  la  droga, 
y  el  otro  grupo  deja  de  recibirla. 


Citopenla:  Deficencia  en  los  elementos  celu- 
lares  de  la  sangre  y  otros  tejidos. 

Dimentia:  Deterioro  cronico  intelcctual  (perdi- 
da  de  la  capacidad  mental)  con  origen 
organico,  que  afecta  la  habilidad  de  una 
persona  para  funci'onar  en  un  ambiente  social 
u  ocupacional. 

Diseminado:  Esparcido  por  todo  el  cuerpo. 

Alcance  de  dosis:  Es  una  prueba  en  la  que  dos 
o  mas  dosis  diferentes  de  una  droga  se  prue- 
ban  para  determinar  que  dosis  funciona 
mejor  y  ofrece  menos  da§os. 

Prueba  doble  clega:  Un  tipo  de  prueba  en  la 
cual  los  investigadores  y  los  participantes 
desconocen  quien  esta  recibiendo  la  droga 
experimental  o  el  placebo.  Algunas  pruebas 
son  ciegas  sencillas,  en  una  prueba  ciega  sen- 
cilia  los  participantes  no  conocen  el 
tratamiento  que  se  les  esta  haciendo,  pero  los 
medicos  si  lo  conocen. 

Eficacla:  En  las  pruebas,  la  habilidad  de  una 
droga  experimental  en  producir  resultados 
(la  efectividad  de  la  droga). 

Enzima:  Una  substancia  que  hace  que  ciertas 
reacciones  qufmica  tomen  lugar  en  una 
forma  mas  ripida. 

Acceso  extendldo:  Un  sistema  para  distribuir 
drogas  experimentales  a  pacientes  que  se  les 
a  hecho  imposible  participar  en  pruebas  clini- 
cas  que  estan  en  progreso. 

Hemofilia:  Una  enfermedad  hereditaria  que 
impide  la  coagulacon  normal  de  la  sangre. 

Histoplasmosis:  Una  enfermedad  sistematica 
respiratoria  causada  por  cierto  tipo  de  hongo 
parasite 

Inmunodeflciencia:  El  deterioro  del  sistema 
inmunologico,  esto  hace  a  la  persona 
sucebtible  a  ciertas  enfermedades  que  nor- 
malmente  no  le  afectarian. 

inmunomoduladores:  Drogas  que  estimulan  el 
sistema  inmunologico  y  ayudan  al  cuerpo  a 
luchar  contra  infecciones  oportunisticas  y 


otras  enfermedades  que  atacan  a  las  personas 
con  SIDA. 

Criterios  de  Inclusion/Exclusion:  Razones  medi- 
cas  o  sociales  por  las  que  una  persona  puede 
ser  rechazada  para  entrar  en  un  ensayo. 

Nueva  Droga  en  Investigation:  (siglas  "IND"  en 
ingles).  Nombre  que  se  le  da  a  una  droga 
experimental  despues  que  la  FDA  da  per- 
miso  para  que  se  pruebe  en  gente. 

Consentimiento  Informado:  Tipo  de  protection 
disponible  para  personas  que  esten  con- 
siderando  entrar  en  un  ensayo  clfnico.  Antes 
de  entrar,  los  participantes  deben  firmar  una 
forma  de  consentimiento  que  contiene  el 
cosentimiento  informado.  Este  debe  explicar: 
a)  Por  que  se  realiza  la  prueba,  b)  que  es  lo 
que  los  investigadores  esperan  lograr,  c)  que 
es  lo  que  se  hara  en  la  prueba,  y  por  cuanto 
tiempo,  d)  que  riesgos  hay  envueltos  en  la 
prueba,  e)  que  beneficios  se  pueden  esperar, 

f)  que  otros  tratamientos  hay  disponibles,  y 

g)  el  derecho  a  abandonar  la  prueba  en 
cualquier  momento. 

Junta  de  Revision  Institutional:  (siglas  "IRB"  en 
ingles).  Cada  institution  que  conduce  o 
sostiene  una  investigacion  biomedica  y  del 
comportamiento  que  envuelva  sujetos 
humanos  debe,  por  reglamento  federal  tener 
una  IRB  que  apruebe  inicialmente  y  revise 
periodicamente  la  investigacion,  para  prote- 
ger  los  derechos  de  los  seres  humanos 
envueltos.  Esta  junta  aprueba  solamente 
aquellos  estudios  si  los  beneficios  que 
ofrecen  son  lo  suficientemente  importantes 
como  para  permitir  los  riesgos  que  las  per- 
sonas pueden  enfrentar  al  tomar  parte  en  el 
estudio. 

Intravitreal:  Dentro  del  ojo. 

La  Escala  de  Funcionamiento  Karnofsky:  Una  escala 
que  describe  la  capacidad  de  funcionamiento 
para  las  actividades  de  la  vida  diaria  del 
paciente.  La  escala  va  desde  el  numero  10 
(moribundo)  al  numero  100  (funcionamiento 
totalmente  normal). 


Estado  Latente:  El  periodo  de  tiempo  cuando 
un  organismo  entra  dentro  del  cuerpo  sin 
producir  enfermedad. 

Neonatal:  Respecto  a  las  primeras  scmanas  de 
vida  despues  del  nacimiento. 

Neuropatia:  Un  termino  general  para  describir 
cualquier  anormalidad,  degeneration  o  esta- 
do inflamatorio  del  sistema  periferico  nervioso. 

Ppueba  Abierta:  Un  tipo  de  prueba  Cientifica 
en  el  que  los  investigadores  y  los  partici- 
pates saben  quien  esta  tomando  la  droga 
experimental. 

Neuropatia  Periferlca:  Afectacion  neurologica 
de  las  extremidades  que  produce  una  sen- 
sation de  dolor  en  las  manos  y  pies. 

Farmacoqulnetica:  Estudia  como  las  drogas  son 
absorbidas  por  el  organismo. 

Etapa  I:  El  estadfo  en  el  desarrollo  de  una 
droga  cuyo  objetivo  es  determinar  el  nivel  de 
seguridad,  toxicidad,  y  la  dosis  maxima  a 
tolerar  de  la  droga  experimental  que  se  esta 
estudiando. 

Etapa  II:  El  estadfo  en  el  desarrollo  de  una 
droga  en  el  cual  el  objetivo  es  determinar  si 
la  droga  experimental  tiene  alguna  actividad 
contra  una  enfermedad  en  particular  (efica- 
cia).  Tambien  estudia  la  dosis  y  datos  adi- 
cionales  sobre  la  seguridad  y  la  toxicidad. 

Etapa  III:  Ensayos  clfnicos  extendidos  controla- 
dos  y  no  controlados,  disenados  para  recau- 
dar  datos  adicionales  sobre  la  efectividad  en 
las  indicaciones  principales  y  datos  especffi- 
cos  sobre  las  experiencias  adversas  o  efectos 
secundarios. 

Placebo:  Una  substancia  inactiva  (comun- 
mente  llamada  "pfldora  de  azucar")  contra  la 
que  se  comparan  los  tratamientos  investiga- 
cionales. 

Profilaxis:  Un  tratamiento  preventivo  contra 
una  enfermedad. 

Protocolo:  Un  plan  detallado  que  establece  las 
razones  para  llevar  a  cabo  un  estudio  de  una 
44  droga.  Los  objetivos,  las  hipotesis,  las  drogas 


a  ser  probadas,  los  niveles  de  drogas,  meto- 
dos  de  administration,  quien  puede  partici- 
par  (criterios  de  inclusion)  y  la  enfermedad  y 
su  severidad.  Frecuentemente  indica  la  edad 
del  paciente,  el  sexo,  y  una  tabla  de  valores 
sangui'neos  para  personas  con  SIDA.  El 
protocolo  tiene  que  ser  aprovado  por  la 
Junta  de  Revision  Institucional  (IRB  en 
ingles). 

Estudio  Randomizado:  Un  estudio  que  asigna 
cada  persona  al  grupo  de  tratamiento  o  al 
grupo  controlado  por  casualidad  (azar). 

Retrovirus:  Una  clase  de  virus  que  incluye  el 
VIH.  Se  les  llama  retrovirus  porque  estos  lie- 
van  la  information  genetica  dentro  del  RNA 
en  vez  de  dentro  del  DNA,  y  la  information 
del  RNA  tiene  que  ser  traducida  "hacia 
atras"  dentro  del  DNA. 

Transcriptasa  Inversa:  Una  enzima  esencial  para 
el  retrovirus  que  duplica  el  RNA  viral  dentro 
del  DNA.  AZT  y  otros  nucleosidos  analogos 
aparentemente  suprimen  el  proceso  de  la 
transcriptasa. 

Si'ndrome:  Un  grupo  de  smtomas  y  signos  que 
juntos  son  caracteristicos  de  una  condition 
espetifica. 

Titulo:  Una  cantidad  (o  concentration)  de  un 
determinado  componente  en  una  solution 
medido  a  traves  de  un  analisis  de  laboratorio. 

Toxicidad:  La  cantidad,  calidad  o  el  grado  en 
que  una  substantia  es  venenosa  o  dariina 
para  el  cuerpo. 

Tratamiento  IND:  Un  programa  de  la  FDA  que 
permite  administrar  drogas  experimentales  a 
personas  seriamente  enfermas.  Las  drogas 
disponibles  a  traves  de  este  programa  han 
demostrado  seguridad  y  eficacia,  pero  aun  no 
han  ganado  autorizacion  de  la  FDA. 

Viremia:  La  presencia  de  un  virus  en  la  sangre. 

Virus:  Un  grupo  de  agentes  infectantes  submi- 
croscopicos,  caracterizados  por  su  incapaci- 
dad  para  reproducirse  fuera  de  una  celula 
huesped  viva. 
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